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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 30 April 2010 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-15 and 32-82 is/are pending in the application. 

4a) Of the above claim(s) See Continuation Sheet is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) EI Claim(s) 1.3.5.6.8.9.15.55.59.62.64.65.71. 76 and 78 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 09 April 2004 is/are: a)Q accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) D Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 

'TOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 20101001 



Continuation Sheet (PTOL-326) Application No. 10/821,128 

Continuation of Disposition of Claims: Claims withdrawn from consideration are 2,4,7,10-14,32-54,56-58,60,61 ,63,66-70,72- 
75,77 and 79-82. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 30 April 2010 has been entered. 

Drawings 

2. New corrected drawings in compliance with 37 CFR 1 . 1 2 1 (d) are required in this 
application because: 

a. The lettering is not of proper size, uniform density, and well-defined in Figure(s) 
1 and 2. See 37 CFR 1.84 (1) and (p)(l) - (5). ("Numbers, letters, and reference 
characters must measure at least .32 cm (1/8 inch) in height.") 

3. Applicant is advised to employ the services of a competent patent draftsperson outside 
the Office, as the U.S. Patent and Trademark Office no longer prepares new drawings. The 
corrected drawings are required in reply to the Office action to avoid abandonment of the 
application. The requirement for corrected drawings will not be held in abeyance. 



INFORMATION ON HOW TO EFFECT DRAWING CHANGES 
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Replacement Drawing Sheets 

Drawing changes must be made by presenting replacement sheets which incorporate the desired 
changes and which comply with 37 CFR 1 .84. An explanation of the changes made must be 
presented either in the drawing amendments section, or remarks, section of the amendment 
paper. Each drawing sheet submitted after the filing date of an application must be labeled in the 
top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). A 
replacement sheet must include all of the figures appearing on the immediate prior version of the 
sheet, even if only one figure is being amended. The figure or figure number of the amended 
drawing(s) must not be labeled as "amended." If the changes to the drawing figure(s) are not 
accepted by the examiner, applicant will be notified of any required corrective action in the next 
Office action. No further drawing submission will be required, unless applicant is notified. 

Identifying indicia, if provided, should include the title of the invention, inventor's name, and 
application number, or docket number (if any) if an application number has not been assigned to 
the application. If this information is provided, it must be placed on the front of each sheet and 
within the top margin. 

Timing of Corrections 

Applicant is required to submit acceptable corrected drawings within the time period set in the 
Office action. See 37 CFR 1.85(a). Failure to take corrective action within the set period will 
result in ABANDONMENT of the application. 



Specification 

4. The amendment filed 24 August 2004 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment shall 
introduce new matter into the disclosure of the invention. The added material which is not 
supported by the original disclosure is as follows: The amendment resulted in the change of a 
cited publication. Specifically, the authorship and year of publication were changed. Such 
changes do not constitute the correction of an obvious typographical error, but rather, do 
constitute the introduction of new matter into the disclosure. 

5 . Applicant is required to cancel the new matter in the reply to this Office Action. 
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Claim Rejections - 35 USC § 112 

6. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

7. Claims 1, 3, 5, 6, 8, 9, 15, 55, 59, 62, 64, 65, 71, 76, and 78 are rejected under 35 
U.S.C. 1 12, first paragraph, as failing to comply with the written description requirement. The 
claim(s) contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. Claims 1, 55, and 76 are the only 
independent claims pending and under consideration. Claims 1 , 6, and 8 are representative and, 
for convenience, are reproduced below. 

1 V\i - \\ \ - - ' I ,n isit ii i \ 1 1 1 1 r \t lr ! r 1 1 r 
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8 . Attention is directed to MPEP 904.0 1 . 

The breadth of the claims in the application should always be carefully noted; that is, the 
examiner should be fully aware of what the claims do not call for, as well as what they do 
require. During patent examination, the claims are given the broadest reasonable 
interpretation consistent with the specification. See In re Morris, 127 F.3d 1048, 44 
USPQ2d 1023 (Fed. Cir. 1997). See MPEP § 21 1 1 - § 21 16.01 for case law pertinent to 
claim analysis. 
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9. It is noted with particularity that narrowing limitations found in the specification cannot 
be inferred in the claims where the elements not set forth in the claims are linchpin of 
patentability. In re Philips Industries v. State Stove & Mfg. Co, Inc., 186 USPQ 458 (CA6 
1975). While the claims are to be interpreted in light of the specification, it does not follow that 
limitations from the specification may be read into the claims. On the contrary, claims must be 
interpreted as broadly as their terms reasonably allow. See Ex parte Oetiker, 23 USPQ2d 1641 
(BPAI, 1992). 

10. Attention is directed to MPEP 2 1 63 .04: 



A claim which omits matter disclosed to be essential to the invention as described in the 
specification or in other statements of record may also be subject to rejection under 
35 U.S.C. 112, para. 1, as not enabling, or under 35 U.S.C. 1 12, para. 2. See In re 
Mayhew, 527 F.2d 1229, 188 USPQ 356 (CCPA 1976); In re Venezia, 530 F.2d 956, 189 
USPQ 149 (CCPA 1976); and In re Collier, 397 F.2d 1003, 158 USPQ 266 (CCPA 
1968). See also MPEP § 2172.01. 



11. The claimed composition (claims 1, 3, 5, 6, 8, 9, and 15), kit (claims 55, 62, 64, 65, and 

71), and reaction mixture (claims 76 and 78) have been construed as encompassing any nucleic 

acid material, including, but not limited to the elected species of RNA. Support for this 

interpretation is based in part on the positive recitation that the composition and kit are to 

comprise same. Further, the specification at page 23, paragraph [0055], states, 

Nucleic acid templates suitable for reverse transcription according to this aspect of the 
invention include any nucleic acid molecule, particularly those derived from a 
prokaryotic or eukaryotic cell. Such cells may include normal cells, diseased cells, 
transformed cells, established cells, progenitor cells, precursor cells, fetal cells, 
embryonic cells, bacterial cells, yeast cells, animal cells (including human cells), avian 
cells, plant cells and the like, or tissue isolated from a plant or an animal (e.g., human, 
cow, pig, mouse, sheep, horse, monkey, canine, feline, rat, rabbit, bird, fish, insect, etc.). 
Such nucleic acid molecules may also be isolated from viruses. 



Application/Control Number: 1 0/82 1,128 
Art Unit: 1634 



Page 6 



Utility of the claimed composition, kit and reaction mixture resides in the product produced, i.e., 
cDNA. Not all mRNA, or cDNA has utility. Utility of the claimed composition/kit/reaction 
mixture is deemed to be a lynchpin to patentability. Accordingly, the claims have not been 
construed as requiring the "template" be any nucleic acid that has a specific, substantial, and 
credible utility or a well-established utility. 

12. As set forth in In re Alonso 88 USPQ2d 1849 (Fed. Cir. 2008), at 1851: 

The written description requirement of 35 U.S.C. § 112, ^ 1, is straightforward: "The 
specification shall contain a written description of the invention . . . ." To satisfy this 
requirement, the specification must describe the invention in sufficient detail so "that one 
skilled in the art can clearly conclude that the inventor invented the claimed invention as 
of the filing date sought." Lockwood v. Am. Airlines, Inc., 107 F.3d 1565, 1572 [41 
USPQ2d 1961] (Fed. Cir. 1997); see also LizardTech, Inc. v. Earth Res. Mapping, Inc., 
424 F.3d 1336, 1345 [76 USPQ2d 1724] (Fed. Cir. 2005); Eiselstein v. Frank, 52 F.3d 
1035, 1039 [34 USPQ2d 1467] (Fed. Cir. 1995). 

Alonso at 1852: 

A genus can be described by disclosing: (1) a representative number of species in that 
genus; or (2) its "relevant identifying characteristics," such as "complete or partial 
structure, other physical and/or chemical properties, functional characteristics when 
coupled with a known or disclosed correlation between function and structure, or some 
combination of such characteristics." Enzo, 323 F.3d at 964. 

13. In applying the test as set forth in Alonso, it is noted that applicant is claiming a genus of 
compositions, reaction mixtures and kits that encompass any nucleic acid. A review of the 
disclosure fails to find where applicant has provided any Sequence Listing or has otherwise 
provided an adequate written description of those nucleic acids that have utility over those that 
do not. Further, the records does not establish that applicant had possession of the compositions 
and reaction mixtures, or the kit, that comprises any and all manner of nucleic acid templates, be 
they RNA or not. 



Application/Control Number: 1 0/82 1,128 Page 7 

Art Unit: 1634 

14. Such non-disclosure by applicant does not reasonably satisfy either prong of the written 
description test as set forth in Alonzo as applicant has not provided "(1) a representative number 
of species in that genus; or (2) its 'relevant identifying characteristics,' such as 'complete or 
partial structure, other physical and/or chemical properties, functional characteristics when 
coupled with a known or disclosed correlation between function and structure, or some 
combination of such characteristics.'" 

15. It appears that applicant is attempting to satisfy the written description requirement of 35 
USC 1 12, first paragraph, through obviousness. Obviousness, however, cannot be relied upon 
for satisfaction of the written description requirement. In support of this position, attention is 
directed to the decision in University of California v. Eli Lilly and Co. (Fed. Cir. 1997) 43 
USPQ2d at 1405, citing Lockwood v. American Airlines Inc. (Fed. Cir. 1997) 41 USPQ2d at 
1966: 

Recently, we held that a description which renders obvious a claimed invention is not 
sufficient to satisfy the written description requirement of that invention. 

16. For the above reasons, and in the absence of convincing evidence to the contrary, the 
claims 1, 3, 5, 6, 8, 9, 15, 55, 59, 62, 64, 65, 71, 76, and 78 are rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the written description requirement. 

17. Claims 1, 3, 5, 6, 8, 9, 15, 55, 59, 62, 64, 65, 71, 76, and 78 are rejected under 35 U.S.C. 
101 because the claimed invention is not supported by either a specific, substantial, and credible 
asserted utility or a well established utility. 

18. Attention is directed to MPEP 904.0 1 . 
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The breadth of the claims in the application should always be carefully noted; that is, the 
examiner should be fully aware of what the claims do not call for, as well as what they do 
require. During patent examination, the claims are given the broadest reasonable 
interpretation consistent with the specification. See In re Morris, 127 F.3d 1048, 44 
USPQ2d 1023 (Fed. Cir. 1997). See MPEP § 21 1 1 - § 21 16.01 for case law pertinent to 
claim analysis. 

19. It is noted with particularity that narrowing limitations found in the specification cannot 
be inferred in the claims where the elements not set forth in the claims are linchpin of 
patentability. In re Philips Industries v. State Stove & Mfg. Co, Inc., 186 USPQ 458 (CA6 
1975). While the claims are to be interpreted in light of the specification, it does not follow that 
limitations from the specification may be read into the claims. On the contrary, claims must be 
interpreted as broadly as their terms reasonably allow. See Ex parte Oetiker, 23 USPQ2d 1641 
(BPAI, 1992). 

20. Utility of the claimed composition, kit and reaction mixture resides in, or downstream of, 
the product produced, i.e., cDNA being used to diagnose a specific condition or to produce a 
protein that has utility. Not all mRNA, or cDNA derived therefrom, has utility. Utility of the 
claimed composition/kit/reaction mixture is deemed to be a "linchpin" to patentability. 
Accordingly, the claims have not been construed as requiring the "template" be any nucleic acid 
that has a specific, substantial, and credible utility or a well-established utility. 

21. Claims 1, 3, 5, 6, 8, 9, 15, 55, 59, 62, 64, 65, 71, 76, and 78 are also rejected under 35 
U.S.C. 1 12, first paragraph. Specifically, since the claimed invention is not supported by either a 
specific, substantial, and credible asserted utility or a well established utility for the reasons set 
forth above, one skilled in the art clearly would not know how to use the claimed invention. 
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22. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

23. The term "modified" in claims 1, 55, and 76 is a relative term which renders the claims 
indefinite. The term "modified" is not defined by the claim, the specification does not provide a 
standard for ascertaining the requisite degree, and one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. Claims 3, 5, 6, 8, and 9, which depend from 
claim 1; claims 62, 64, 65, and 71, which depend from claim 55; and claim 78, which depends 
from claim 76, fail to overcome this issue and are similarly rejected. 

24. The term "different" in claims 1, 55, and 76 is a relative term which renders the claims 
indefinite. The term "different" is not defined by the claim, the specification does not provide a 
standard for ascertaining the requisite degree, and one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. Claims 3, 5, 6, 8, and 9, which depend from 
claim 1; claims 62, 64, 65, and 71, which depend from claim 55; and claim 78, which depends 
from claim 76, fail to overcome this issue and are similarly rejected. 

25. The term "detectable" in claims 1, 55, and 76 is a relative term which renders the claims 
indefinite. The term "detectable" is not defined by the claim, the specification does not provide a 
standard for ascertaining the requisite degree, and one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. It is further noted that all matter, including a 
black hole, is detectable, be it directly or indirectly. Accordingly, the use of the adjective 
"detectable" to modify "label" clouds the aspect of just what the metes and bounds of the claims 
are. Claims 3, 5, 6, 8, and 9, which depend from claim 1; claims 62, 64, 65, and 71, which 
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depend from claim 55; and claim 78, which depends from claim 76, fail to overcome this issue 
and are similarly rejected. 

Conclusion 

26. Objections and/or rejections which appeared in the prior Office action and which have 
not been repeated hereinabove have been withdrawn. 

27. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (571) 272-0751. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

28. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dave T. Nguyen can be reached on (571) 272-0731. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

29. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Bradley L. Sisson/ 

Primary Examiner, Art Unit 1634 



